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December 2, 1996 - 1

DavidP. Crowson, President
Montgomery Medal Equipment
103 South Fuiton St.
P.o. Box 884
Mt. Vernon, GA 30445

Dear Mr. Crowson:

During an inspection of your fm located in Mt. Vernon, GA on October 30-31, 1996, the

)
investigator determined that your firm tmnsftis high p-urn du~um V~*S wi~ oxyp .
USP. The Oxygen USP is a drug as defined by Section 201(g) of the Federal Food, Drug, and
Cosmetic Act (the Act).

The inspection revealed that the Oxygen USP is adulterated within the meaning of Section
501(a)(2)(B) of the Act, in that the methods used in, or the f=ties or controls used for
!narlUfmring, promsin g, **tig, or holding are not in conformance with the H
Manuf=turing Pm&e (GMP) for Finished Pbmaccuticals, as specified in ‘1’ltle21, m

.
~, (CFR) Parts 210 and 211, as follows:

. Failure to have written operating procedures for the f~owing:

1. testing and approval/rqjection of components:
2. dlbration of manufacturingksting cquipmen~
3. training of employees InanufactuMg oxygen U.S.P. (filling

cylinders);
4. qprov~rej~m of con- (cyhders -

during pre-ffllng, filling, and post-fWig);
5. labeling of cylinders and control of labels;
6. testing of filled cyliiders prior to distribution.

. Failure to provide/document training to employees fi’ling Oxygen U.S.P.
cylinders. 8
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FaihIreto have records to document the fulfowingcalibration operations:

1. manifold pressure gauges~- ,
2. electronic thermomete~

..

3 ~ygen andym, A.. .
4* vacuum gauge on vacuum pump. 14

Failure to conduct and record adequately the pm-fill checks of oxygen cyliIu&s.

1. month and date of filling was entered in record instead-of the
hydrostatic test date;

2. the venting of cylinders’ contents to the correct atmospheric
pre%sumprior to filling was not documented;

3. inspection of each cylinder valve was not always documented.

Failure to conduct a leak test on the cylinders although the records usually
indicated that the test had been performed.

Failure to perforrddocument that refilling operations were reviewodhpprovcd by
a second knowledgeable person.

Failure to maintain consistent lot numbers of filled oxygen cylinders. l-at
numbers on cylinders were changed after filling and storage when cyIiiers were
exchanged by customers.

This letter is not intended to be an all-inclusive list of dcficiemciesat your facility. At the close
of the inspection, Investigator Brogdcn issued an Inspectional Observations (Rmrn FDA-483)
and discussed his findings. It is your reqonsibility to ensure adhermcc to each rcq~t of
the Act and regulations. The specific violations noted in this letter and in the FDA483 issued
at the closeout of the inspection may be symptomatic of serious underlying problems in your
-’S manufxturing and quality SSSUMC systems. Youare responsible f~ invest@a@ and
determining the causes of the violatiom identified by FDA. If the causes arc detednd to be
systems problems, you must promptly initiate permment corrective actions.

Federal agencies are advised of the issuance of all Warning Letters about drugs so that they may
take this information into acaunt when txxdlering the award of contracts.

Yobshould takcprompt acdonmcomt these deviations andtake~ to-t fiture
ViOkltiOnSOf the hW. Fake@ do SOmiiy tit in kgd tiOnS khg initiated by tk Food
and Drug Administration without further notice. ‘II= sanctions include, but are not !irnited
to seizure andhr injunction.
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Youare requestedto notifythisoffice in writin$ within fifteen (1S) days of receipt of this letter,
of all steps you have taken, or intend to take, to correct tie= violations. Your written response
should be addressed to the attention of John J. McCall., Cornpliance Offi@x, at the address in
the letterhead. -r

3.
.Sincercly yours, “1
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